COOTBETCTEYET ZKCNEPTHOMY OTUYETY

ot 04022026 N= 1314

OBIIAS XAPAKTEPUCTHKA JIEKAPCTBEHHOFO IPEAAPATA "

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

Kucnopon razoodpasusiit Mmeaununckwid, 100 %, ra3 MeIUIIMHCKIN CKATHIM.

2. KAUYECTBEHHBIN 1 KOJTUYECTBEHHBIN COCTAB

JleiicTBytoIIIee BEImecTBO: Kuciuopo meaunuuckuii - 100 %

3. JIEKAPCTBEHHAS ®OPMA

T'a3 MeqUIIMHCKUN CHKATBIN.

BecuseTHslii ra3z 0e3 3amaxa.

4, KIMHUYECKUE JAHHBIE
4.1. Iloxka3zaHus K NPUMEHEHHIO

Kucnopon razoo0pa3Hblii MEIUIIMHCKUN TOKa3aH K MPUMEHEHUIO y B3pocibiX U aereit ot 0 go 18
JIET.

Paznuunsie 3860J'ICBaHI/IH, COIIPOBOXKIAOIIUECCA TUITIOKCHUCH

e 3300JIEBaHUSA OpTraHOB AbIXaHUA (B T.4. IHCBMOHMA, 6pOHXI/IaJ'II>HaSI aCTMa), CCp,Z[C‘-IHO-COCyI[PICTOfI
CUCTCMBI (B T.4. XpOHUYECKad CepaACHHasA HECAO0CTATOYHOCTb, KOJIJIAIIC, apuUTMHUH, OTCK J'IGFKI/IX);

e  OTpaBJCHHE OKCHIOM yIJIepo/ia, CHHUIBHOM KUCITOTOM, YAYIIAIONMMH BEIECTBAMH (B T.4. XJIOD,
¢docren);

e ociabJIcHHE JIBIXaHUs B TIOCIICOTICPAIIHOHHOM TIEPUO/IC; HIIEMHSI HUKHUX KOHEYHOCTEH, TPAaBMbI
KOHEUHOCTEH; COCYANCThIC 3a00JIeBaHUs TOJIOBHOTO MO3Ta;

e rumnepbapuyeckasl OKCUreHalus (onepauuy Ha cepile U JIETKUX, PeKOHCTPYKTUBHBIE ONepaliuu
Ha opraHax >xenynouHo-kumeuyHoro Tpakta (JKKT), nHTOKCHKauus, aHeMus, si3BeHHas OOJIe3Hb
xKenyaka U 12-nepcTHOM KUIIKU, XpPOHUYECKHUI renaTur);

. TUTIOKCUTEpanus (MieMudeckast 00Je3Hb cep/lia, apTepuaibHasi TUIIEPTEH3US, 3a00JIEBaHMS
KKT, acrenusi, nenpeccusi, MOBBIMICHHAS] YTOMIIIEMOCTb, COCTOSTHUE TIOCIIE JTYIEBOM TEPAITHH ).

4.2. Pe:xxuM 103upoBaHusA M CIIOCO0 MPUMEHEHHUS

PexxuMm no3upoBanus

WNuransunonno, B koHnentpanuu 40-60 %, B cMecu ¢ BO3a1yxoM, B KOIHuecTBe 4-5 1I/MUH.

[Ipu ocnabneHun IpIxaHUs B MOCIEONEPALMOHHOM NEPUOAE, NMPHU OTPaBICHUSAX, WHTOKCHKAIUSIX
ucnoub3ytoT 100 % Kuciopoa uiu cMech ¢ yIIIEKUCIOTOM.

Pexxum no3upoBaHMS BO BCEX BO3PACTHBIX TPYIax, KPOME HOBOPOKICHHBIX, COBMATaeT (CM.
noapazaen «Jletn»).

Jlyis BBeZICHHsI KMUCTIOPO/Ia B BEICOKUX W HU3KUX KOHIICHTPAIUSAX MPUMEHSETCS pa3Has ammaparypa.
MuHuManbHasi KOHIIEHTpAIUsl KUCIOPO/1a He JI0/DKHA OBITh HIDKE €T0 COJICpKaHUs B aTMOC(HEPHOM
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CucreMbl s WHTAISIUU ¢ (UKCUPOBAHHOW KOHIICHTpAIIMEH Kuclopoaa (HE3aBUCHMO OT
JbIXaTeNbHBIX TMOMBITOK TAllMeHTa): BBICOKOMOTOYHBIE - MAcKd, OOECHeuMBaIOlIUe MOoIaqy
KHUCJIOpOJia C BBICOKOM CKOPOCTBIO IOTOKA; HU3KOMOTOYHBIE - aHECTE3MOJIOTHYECKUE KOHTYpHL. B
JAHHBIX CUCTEMaX KOHLIEHTPALUS KUCIOPOJa 3a1a€TCS BPAYOM.

Cucremsbl JUIsi MHTAISALUMA, OOECHEUMBAIOLIME TOJIayy Pa3IMYHON KOHIEHTPAMU Kuciaopoaa (B
3aBUCHUMOCTH OT CHJIBI BJIOXa NAIMeHTa): 0e3 peuupKyIsiuu - KaTeTepbl U KaHIONU; C
PELUPKYISIIIUEN - KUCIOpOAHBbIE Macku. JlaHHBIE CHCTEMBbI pabOTAIOT TOJIBKO B YCIOBUAX
CaMOCTOATENILHOIO JAbIXaHUs ALMEHTa, KOTOPBIN BJIBIXA€T Ira30ByI0 cMech. CoepxaHue KUCIopoaa
B T'a30BO cMecH OyJeT 3aBUCETh OT COCTOSIHHS MAIMEHTAa U UCTIOIb3yEeMOT'0 yCTPOICTBA.

Oco0Oble T'PVYIIIBI ITIAITWMEHTOB

Hab;ueHMbl nooaiCus10co so3pacma

VY NOXKUJIBIX MALMEHTOB ¢ XPOHUYECKHM OPOHXHMTOM BJbIXaeMas KOHIIEHTPAILHsI KUCIOPOAa JOJKHA
noBbIathes Ha 1 % u He nipeBbIimath 30 % (4daie Bcero).

FI/IHeD6aDI/I‘leCKaﬂ OKCHUI'CHAIIMA

[Ipouenypy MpoOBOIAT B CIIENUATBHBIX OapoKamepax, Ui TEPAeBTHUSCKUX IEJIeH HCIIOJIB3YIOT
amnmapathl (0THOMECTHBIE KaMephl), CO3AaroIIue naBiienue kuciopona 1,2 - 1,6 — 2,0 arm. [IpoBoast
1 ceanc B neHb (40-60 mun), kypc seuenus: 8-10 ceancos. Ilpu si3BeHHOI O0€e3HU *kenyaka u 12-
MEPCTHON KHINKH, XPOHHMYSCKOM Trematute BBOAAT moj jaaBieHueM 0,7-1,0 u30bITOYHOM aTM.
(ceancamu 1o 45 MUH); Kypc Je4eHus - 15 ceaHcos.

I'unokcurepanus

[IpoBeneHue crenuanbHBIX TPCHUPOBOK, MPHUBOMANIMX K KHCIOPOIHOW HEJOCTaTOYHOCTU
(HOpMOOapUYECKOM THUMOKCHHM) TIyTEM HCIONb30BAaHUS Ta30BBIX CMeced C TMOHUKEHHBIM
CoJIep)KaHUEM KHCIIOPO/Ia JIJIsl CO3/JaHMs ICKYCCTBEHHON TUTIOKCHH (TIPU HOPMaJTbHOM aTMOC(HEPHOM
TABJICHUN).

CTHU

Pexum AO3UPOBAHUA Y JIeTe COBIAaJaceT C PEXKUMOM HOO3UPOBAHUA MJIA B3POCIBIX, KPOMEC
HOBOPOXACHHBIX.

Y HOBOPOXJIEHHBIX KOHLIEHTPAIMs KUCIOPO/ia BO BJIbIXaeMOI cMecH He J10JkHa npeBbimath 40 %
(puck pa3BUTHS PETPOJIEHTAIbLHOM QuOpoIIa3zun).

Cnoco0 mpuMeHeHus

HNurandauuonyo.
4.3. IIpoTHBONOKa3aHMA

l'unepbapuyeckass OKCUTEHAlMs: HaJWM4ME€ IIOJIOCTEH B JIETKUX, OpPOHXOIUIEBPAJIbHBIN CBHIIL,
HEKYNHUPOBAaHHBI IHEBMOTOPAKC; HapyIIEHHE MPOXOJUMOCTH CIYXOBBIX Tpy0 M KaHaJOB,
COCIMHSIOIIMX MPUAATOYHBIE MTA3yXU HOCA C BHEIIHEW CPENOM; OCTPhIE PECIIMPATOPHBIE BUPYCHBIE
WHOEKINN; STUIEICHST;, apTepuaibHas TUIIEPTEH3Us; HOBOOOPAa30BaHMUS.

4.4. OcoOble ykazaHusi 1 Mepbl NPeJOCTOPOKHOCTHU NPH NPUMEHEHUH

Oco0ble yKa3zaHus

Y HOBOPOXACHHBIX, B CBA3U C ITIOBBINICHHBIM PYCKOM PETUHOIIATHH, HC PEKOMCHAYCTCA YBCIUUCHUC
naBnenns xkucuopona 6onee 0,0817 krc/cm? (0,079 aTm.).

C OCTOPOKHOCTBIO
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JMXOPa/IKa, HEBPUT 3PUTEIBHOTO HEPBA, MH(EKIUU BEPXHUX JbIXaTEIbHBIX IyTeH, OepeMEeHHOCTb,
OJTHOBPEMEHHBII IpHeM IUCIUIaTHHA, AOKCOpPYOHIMHA, Aucyinbdupama, MadeHuna (IOBBIIICHHUE
TOKCHUYHOCTH JTAaHHBIX JIGKAPCTBEHHBIX MPETapaToB), aMpu3ema Jerkux, 6apoTpaBMa yIieu.

45. BzaumojeiicTBue ¢ JAPYIrUMH JIEKADCTBEHHBIMH MNpenapaTamMM W Jpyrue BH/bI
B3aMMO/1elCTBUSA

Kucnopo moBeIaeT TOKCHYHOCTh ITUCIUIATHHA, TOKCOPYOHUIIMHA, TUCYIb(upama, MadeHua.
He pomyckaercst KOHTaKkT KHUCIOpOJa C MacjiaMd M JIPYTMMU OPTraHWYECKUMH BEIIeCTBaMH, BO

n3bekanue B3pbiBa (M. paszaen 6.2.).

4.6. @DepTUIBLHOCTH, 0EPEMEHHOCTD U JAKTALMSA

bepemeHHOCTD

B cBs3u ¢ OTCYTCTBHEM CICHHUAJIBHBIX KIMHUYCCKHUX I/ICCJICI[OBaHI/Iﬁ BO BpPEM:A 6€peM€HHOCTI/I
npenapar CJIeayeT NpuMEHATb TOJILKO TOr'la, KOTAa I10JIb3a U MAaTCPU NPCBLIIIACT HOTCHI_II/IaJ'IBHHﬁ
PHUCK IJId IJ104a U 1Mo HEIOCPECACTBCHHBIM KOHTPOJIEM Bpayda.

JlakTanus

B cBs3u ¢ OTCYTCTBHUEM CIICHHUAJIBHBIX KIMHHUYCCKUX I/ICCJICIIOBaHI/If/'I IIpu rpyaAHOM BCKapMJIMBAHUH
npenapar CJIeaAyeT NpUMEHATDb TOJILKO TOrla, KOTAa I10JIb3a U MATCPU NPCBLIIIACT HOTCHHH&J’IBHLIFI
PHUCK OJid p€6€HKa U 1o HCMMOCPEACTBCHHBIM KOHTPOJIEM Bpayda.

4.7. BausiHHe Ha CNOCOOHOCTH YNPABJSATH TPAHCNOPTHBIMH CpeICTBAMH H PpadoTaTh C
MeXaHu3MaMu

B TEPANICBTUYCCKUX O03aX KHCJIOPOA l"a3006pa'3.HLIfI MC,E[I/II_II/IHCKI/Iﬁ HC OKa3bIBACT BJIMSAHHUA Ha
CIIOCOOHOCTh K BBIIOJIHEHHIO INOTCHIMAJIBHO OIIAaCHBIX BHUJOB JCATCIIBHOCTH, TpC6yIOHII/IX
MOBBIIICHHOHN KOHIOCHTPAIIUX BHUMAHUA U 6BICTpOTBI MNCUXOMOTOPHBIX peaKI.IHfI.

4.8. HexenateJabHble peaKkIUH

Kpurtepuu OIeHKH YacTOThI MOOOYHBIX peakiuii: oueHb yacto (> 1/10); wacro (>1/10 - < 1/100);
Hedacto (>1/100 - < 1/1000); peaxo (>1/1000 - < 1/10000); ouens peaxo (< 1/10000); gactoTa
HEU3BeCTHA (He MOKET OBITh OIICHEHA HAa OCHOBE MMEIOIIUXCS TaHHBIX ).

FI/IHeD6aDI/I‘~I€CKa$[ OKCHUI'CHaIus;g:

DOHOOKpuHHbLE HaAPYUWEHUs

Yacmoma neuzgecmna — TUNIOTIUKEMUSL.

Hapywenus co cmoponul HepeHoll cucmembl

Yacmoma Heuzeecmna - TOI0BHAs 00JIb, OHEMEHHE NANBLIEB PYK.

Hapywenus co cmoponul opeana 3penus

Yacmoma nHeuzeecmua - IpexoJisliee HapyIIeHUE 3peHUs], YCKOPEHNE CO3PEBAHUS KaTapaKThI.
Obwue napywenus u peakyuu 8 mecme 86e0eHUs

Yacmoma HeuzeecmHna — yCTaNOCTb.

Tpaemvil, uHmMoKCUKAYUU U OCTIOHCHEHUS NPOYEOYD

Peoko — ocTpast KUCTTOpOHAS MHTOKCUKAITUS (CYyIOPOTH, OTEK JIETKUX ).
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Yacmoma neuzsecmua - 6apoTpaBma ymiei (6076 B yXe, HOBpéQ};E;n}gi;g ﬁﬂiggmgéﬂlﬂfrl 001)

IIEPETIOHKH) U OKOJIOHOCOBBIX IA3YX.

Kucaopoagorepamnms:

Hapywenus co cmoponul cepoya
Yacmoma Heuzeecmua - UlLIEMUsl MUOKap/ia y MAIlEHTOB, IEPEHECINX HHPAPKT MUOKapAa.

Coo011eHune 0 MOA03PEBAEMBIX HEXKEIATEIbHBIX PEAKIINIX

BaxHo coo0marb O IOJ03PEBAaEMbIX HEXKENIATENbHbIX peaKUUsX I0CJI€ PEerucTpaluu
JIEKapCTBEHHOI'O IIperapara C LEeibl0 OOECIeueHUsl HENPEPHIBHOIO MOHUTOPHHIA COOTHOLIEHUS
«II0JIb3a — PUCK» JIEKApCTBEHHOIo Ipenapara. MeAMLIMHCKUM pPaOOTHUKAM pPEKOMEHIYeTCs
co00IIaTh O JTIOOBIX MOA03PEBAEMBIX HEXKENIATEIbHBIX PEAKIMIX JIEKAaPCTBEHHOTO Mperapara 4epes
HallMOHAJIbHBIE CHCTEMBl COOOLIEHHMS O HEXENATeNbHbIX pPEaKUUsAX T[oCylapcTB — YIEHOB
EBpa3uiickoro "’KOHOMHUYECKOTO COKO3a.

Poccuiickas @enepanus

denepanbHas Ciryx0a 1o Haa30py B cepe 31paBoOXpaHEHUS.

Anpec: 109012, r. MockBa, CnaBstHCKas 1., 1. 4, c1p. 1.

Tenedon: +7 (800) 550 99 03

Cait B MH(POPMALMOHHO-TEJICKOMMYHUKAITUOHHOM cetu «HTEepHETY:!
https://roszdravnadzor.gov.ru/

49. Ilepeno3upoBKa

CHUMIITOMBI

[Ipu nauTensHOM U GECCUCTEMHOM MPUMEHEHUH BBICOKHX KOHIIEHTpamuii kucinopona (cssiiie 60-
80 %) mpu OoybIIOM MOTOKE (CBBINIE 6-8 JI/MUH) MMEETCSl OMACHOCTh THICPOKCHUTCHAIINA U Kak
CIIEICTBHUE - OTeKa Jerkux. llpu TpoAOmHKUTENHPHOM AEMCTBHM KHUCIOPOJa Pa3BUBAIOTCS
JICKOMIICHCATOPHBIC  PEaKIMH, MPOSBISAIOMUECS  (QYHKIMOHAIGHBIMH ¥ CTPYKTYPHBIMHU
HapylIeHUSIMH B Pa3IMYHBIX CHCTeMax M opraHax. [Ipu3HaKu KUCIOPOAHONW HWHTOKCHUKAIMH
MOSIBJISIFOTCS Yepe3 ONpeIeTICHHBIN Teprol. ETo M TeTbHOCTh MOKET 3aBUCETh OT HHIUBHTyaTbHOM
YYBCTBUTEIBLHOCTH K KUCIOPOIY, TEMIEPATYPhI M BIAKHOCTH OKPY>KAIOIIEH Cpe/ibl, KOHIIEHTPAIUU
BO BJIBIXaeMOU Ta30BOM CMECH, IMOITMOHAIBHBIX U (DU3MUECKHUX HATrPy30K, COCTOSTHUS IIEHTPATLHOM
HEPBHOW CHUCTEMBI U TIP.

Jleuenue

CUMITOMAaTHYECKOE.

5. ®APMAKOJIOTUYECKHUE CBOVCTBA
5.1. ®dapmakoanHaMH4YeCKHe CBOICTBa

dapmakoTeparneBTHIYECKas TPYIIa; MPoYne JIeYeOHbIe CPEICTBA; MEAUITUHCKHE Ta3bl.
Kox ATX: VO3ANOI1

Mexauusm JiecTBus U hapMakoanHaMudeckue YO HEKThI

[IpOoTUBOTUIOKCHYECKOE CPEICTBO, 3HAUMUTEIBHO YJIYUIIAET KUCIOPOJIHOE HACHIINICHHE TKaHEeW U
TeMOJIMHAMUKY, 3aITUIIAET TOJIOBHOM MO3T OT runokcuu. Oka3pIiBaeT MeTaboinueckoe aercreue. B
yCJIOBI/ISIX HOpMO6apI/I‘-ICCKOl>’I THUIIOKCHUHM ITIOBBIIIIACT yCTOfI‘-IPIBOCTB OpI‘aHI/IBMa K SHIOI'CHHBIM H
AK30TCHHBIM MATOJIOTHYECKUM (DAKTOpaM.
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5.2. dapmakoKHHeTHYeCKHEe CBOWCTBA

He nmpumenumo.
5.3. JlanHble JOKJIUHUYECKOI 0e30MacHOCTH

He nmpumenumo.

6. ®APMAIEBTUYECKHUE CBOMCTBA
6.1. TIlepeuyeHb BCIOMOraTeJbLHBIX BEllECTB
OTCYTCTBYIOT.

6.2. HecoBMecTHMOCTH

He pmomyckaercst KOHTaKT KHCIOPOAA C MacllaMd M JPYTHMH OPTaHUYECKHMMH BEIIECTBAMH BO
n30eKaHue B3PbIBA.

6.3. Cpok roaHoctu (CpoK XpaHeHHs )
18 mecsiies.
6.4. Oco0ble Mepbl MIPEIOCTOPOKHOCTH MPU XPAHEHUH

B 3amuménHoM OT BO3AEUCTBUS COJIHEUHBIX JIy4ell MecTe, BAAJIU OT OTHS U MCTOYHMKOB HarpeBa
npu temneparype ot - 50 °C go +50 °C. He nomyckaercss MCIONBb30BaHHE HECOBMECTHUMBIX C
KHCJIOPOAOM Macell U CMa304YHbIX MaTepHaIIOB.

6.5. XapakTep u coiep:KaHHe YIIAKOBKH

0,312 m® B 6ayTOHE BMECTHMOCTBIO 2 M .
0,78 M® B GayTOHE BMECTHMOCTBIO 5 M°.
9
1,56 M® B Gayutone BMecTHMOCTBIO 10 mv®.
6,24 M B GasuioHe BMecTHMOCTBIO 40 1M,
9
7,80 M B Gasione BMecTHMOCTBIO 50 aMP.

OOBeM conepKUMOro YMaKOBKHM NMPHUBEAEH AJs YCIOBUM: M30bITOuHOE naBienue 14,7+0,5 Mlla
(150+5 xrc/cm?), Temneparypa 20 °C.

Hcnonp3ytoT OajuloHBI CTajbHBbIE OECIIOBHBIE TOJyOOro IBETa C HAHECEHHOW MO OKPY)KHOCTHU
HaAMmuchio uepHoro IBera «Kuciaopon MenuuuHCKWID». banmoHsl 00OpYyIyrOT BEHTUIIEM H
YCTPOMCTBOM KOHTPOJISI NEPBOIO BCKPBITUS B KOMIUIEKTE C HMHCTPYKIMEN IO MEIULUHCKOMY
MIPUMEHEHHUIO.

Ha Gannon HaHOCHUTCS (TPUKPETUISICTCS) STHKETKA.
6.6. Ocobble Mepbl  TNPEIOCTOPOKHOCTH  NPU  YTHIH3ANUH  WCNOJb30BAHHOIO

JIEKAPCTBEHHOI0 Ipenapara Wid OTX0A0B, IOJYYEHHBIX IOC/I¢ NMPUMEHEHHs Ipenapara, u
Apyrue MAaHMIIYJSALMH € IPenapaToM

bannonsl sBnsOoTCS BO3BpaTHOM Tapoil. IlokymaTtens 00si3aH BEpHYTbh MOPOXKHHE OAUIOHBI C
KOJIIIaKaMH, HE ITPOCPOYCHHBIE, HCIIPABHBIE, C OCTATOYHBIM JABJICHUEM KHCIOPO1a MEAUIIMHCKOTO.
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7. JEPKATEJb PEFTHCTPALIMOHHOIO VAOCTOREPEHys = 2HHCTE 000T)

Poccuiickas @enepanus
00O «EnuceiiKpacrasz»

660111, KpacHosipckumii kpaii, T.0. Topoa KpacHospck, r. KpacHosipck, yn. bammnosckas, 1. 3,
oduc 112,

Ten./dakc +7 965-917-85-20
e-mail: eniseykrasgaz@mail.ru

7.1. IlpeacraBuTeJb AepKaTe/isi PETHCTPAIMOHHOIO YAOCTOBEPEeHUs!

IIperen3un HOTDC6I/ITeHef/'I HanpasJIATh 110 aApPECy.

Poccuiickas @enepanns
00O «EnuceiiKpacraz»

660111, KpacHosipckmii kpaii, T.0. Topon KpacuHosipck, r. KpacHosipck, yn. bammmosckas, 1. 3,
oduc 112,

Ten./dakc +7 965-917-85-20
e-mail: eniseykrasgaz@mail.ru

8. HOMEP (HOMEPA) PETUCTPAIHIMOHHOI'O YIOCTOBEPEHMUSA

9. KATEI'OPUSA OTITYCKA JIEKAPCTBEHHOT O ITPEITAPATA

JlekapcTBEHHBII TpenapaT OTHOCHTCS K KaTeropuum OTIyCKa B  YCJIOBUAX JiedeOHO-
NPOPUIAKTUIECKUX YUPEKICHUH.

OOmiast xapakTepuCTHKa JIeKapCTBEHHOro mnpenapata Kuciaopoa razoo0pas3Hblii MeaMLIMHCKUM,
JOCTYIIHA B €IUHOM pPEEeCTpe 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CpPeACTB EBpasuiickoro
OKOHOMHUYECCKOI0O COK3a U Ha O(I)I/II.[I/IEUIBHOM cauTe YIIOJIHOMOYCHHOI'O OpraHa (BKCHepTHOﬁ
oprauusarun) (https://Ik.regmed.ru/Register/EAEU_SmPC).



